ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Syvazul BTV evéoo evanmpnpa yio tpopato kot foogdn

2. MHOIOTIKH KAI MOXOTIKH XYNGEXH

Ké0e ml mepiéyet:

ApOoTIKEG ovoiec™:

Adpavomomuévog 10g Tov Katoppoikol mupetod (BTV) RP** > 1

*"Ewg 600 510p0peTIKOl 0pOTLTOL OPAVOTOINUEVOL 100 TOV KOTAPPOTKOD TUPETOV:

Adpavomomuévoc 10G Tov Kotappoikod mupetov, opdtunog 1 (BTV-1), otéheyoc ALG2006/01
El

ASpavomompéVog 10G Tov Katappoikod mupetod, opotumog 4 (BTV-4), otédeyoc BTV-4/SPA-
1/2004

Adpavomomuévoc 10G Tov KoTappoikod mupetov, opdtunog 8 (BTV-8), atéheyoc BEL2006/01

** H oyetikn dpootikodtnta £xel petpndei pe tn pébodo ELISA oe cuvaptnon e éva epupforio
avaQopdc, TOL OO0V 1) ATOTEAEGLOTIKOTITA, £xEl KaTadelyDel pe mepapatikn uoéAvven ota €ion
61O 0VG.

O ap1Buog KoL 0 TOHTOC 1) 01 TUTOL TOV GTEAEXDV TTOL TEPLEYEL TO TEAMKO TPOoidv Ba mpocapuoloviol pe
Baon v eTONUOAOYIKT KOTAGTOGT T GTIYUN TNG TAPOCKELNG TOV Kol Oa avaypdpoviol Gty

ETIKETOL.

AV0OG0EVIGYVTIKES 0VOTEG:

Y8po&eidio Tov apyihiov (AI*) 2,08 mg
Hu-kexaboappévn corwvivn and Quillaja saponaria 0,2 mg
"Exd0y0:

®clopepodiin 0,1 mg

BA. Tov TAMp1 KoTAAOYO €KOOYWV GTNV TOPdypoo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéoo evoumpnpo.

Pol-Aevkd evoumpnpo Tov opoyevoToleiTon E0KOAN LEGH avaKiviong.
4, KAINIKA XTOIXEIA

4.1. Eion {oov

[IpoPata ko Boogtdn.

4.2. OgpamevTikég gvocierg mpoosoropilovrag ta £ion LOwv

[péBata;

IMa v evepyntikn avocomoinon tpoPdtwv e 6Komd TNV TPOANYN TNG WiaG* Kot TOV TEPLOPIGUO
TOV KAMVIKOV COUTTOUATOV KoL ToV PAAB®V TOV TPOKAAOVVTHL ad TOLG 0poTLTTOVG 1 Ko/n 8 Tov 100
TOV KOTOPPOTKOD TUPETOD KON TOV TEPLOPIOUO TNG LUING* Kol TOV KAVIKOV GUUTTOUATOV KOl TOV



PAapdv Tov TpokaiovvTaL Amd TOV 0pOTLTO 4 TOV 100 TOL KATUPPOTKOV TUPETOV (GLVIVACUOG MG 2
0pOTLTLOV).
*Kdtw amod to eninedo aviyvevong pe v emkvpopévn pébodo RT-PCR ota 1,32 logyg
TCIDso/ml

"Evap&n avooiog: 39 nuépeg petd tnv oAoKANP®GN TOL BoctkoD oYNIATOS ELPBOAMAGLOV.
Awgpkela avooiog: £va £€T0¢ PeTd TV 0AoKAN PO TOV BoctKod GYAIATOS ERBOALOCHOD.

Booegon:
IMa v evepyntikn avocomoinon Boosd®v e oKomd TV TPOANYN TG Wipiag® Tov Tpokaieital amd

Tovg opoTLTTOVG 1 KoM 8 TOL 100 TOL KATAPPOTKOL TVPETOV KA/ TOV TEPLOPIGUO TNG LIS TOV
mpokaieitarl amd Tov 0pdTLTTO 4 TOL 10V TOV KATAPPOTKOD TVPETOD (CLVOLVAGLOC £WG 2 OPOTLTLMOV).

*Kdtw amod to eninedo aviyvevong pe v emkvpopévn pébodo RT-PCR ota 1,32 logyg
TC|D50/m|

"Evapén avooioc: 21 nuépeg petd tnv oAOKANP®GN TOV BocIKoD OYNIATOS ELPBOAAGLOV.
Awgpkela avooiog: £va £€T0¢ PeTd TV oAoKANpwoT Tov Bactkod GYNIATOS ERBOALOCHOD.

4.3. Avtevdcieag

Koapia.

4.4. Ew0wkég TPoELOOTOMGELS Y10 KGO £id0g Lov

Na epportalovion udvo vy {oa.

Edv to epforio ypnoyomoteiton o€ GAAa €01 01KOGIT®OV KOl AYPLOV UNPVKACGTIK®V OV Oempeitot Tt
SlaTpéyouv Kivouvo HOAuveng, 1 XPNOT TOV G€ aVTA To. €101 TPEMEL VoL YiveTal [LE TPOGOYN Kot
ocvviotdrotl va dokipdletat To epuPpoio oe pikpd apBpd Cowmv mpv omd tov palikd sufoiacud. To
EMIMESO AMOTELEGUATIKOTNTOG Y10 TO, GAAQ 10T EVOEYETAL VO SLOPEPEL OO AL TO TTOV TALPOTN PN OTKE

oTo TPOPoT Kot To Boogldn.

Agv vTapyovV GToLYEIN GYETIKA UE TN YPTON TOL EUPOAIOV GE TPOPOTO LUE OVTICMUOTO UNTPIKNG
TPOEAEVOTG.

Agv vTdpyovv oToryEia GYETIKA Ue T ¥p1om Tov epPoriov mov mepiEyet tov opodTuno BTV4 cg
Booeidn Le avTIoOUOTO PNTPIKAG TPOEAELONG.

4.5. Idwitepeg mPoPULAEELS KATA TN Y p1jON)

Idwaitepeg Tpo@LAGEELS KaTd T Ypnon o Lha

Agv 1oyVeL.

Idwitepeg mpouAdéeic mov mpémel vo AouBdvovTal ot To TOUO TOL YOPNYEL TO QOPUUKEVTIKO

mPoidv oe (da

Xe mepinToT oV KOTA AAD0G KAVETE AVTOEVEST), VO avalNTHOETE AUECMG 1OTPIKT| Ponbeia kat va
emoei&ete 6TOV 10TPO TO EGOKAEIGTO GUALO 00N YLDV ¥PNONG 1 TV ETIKETA TOV POPUAKEVTIKOD
TPOIOVTOC.

Atopo pe yvoot vrepevaicincio 6to vopoeidio Tov apyidiov, 6T OEOUEPGAAN 1] OTIC COTMVIVEG
TPEMEL VAL ATOPEVYOLV TNV EMAPT LE TO KTNVIATPIKO QOPHOKEVTIKO TPOTOV.



4.6. AvemOounteg evépyeleg (ovyvoTnTe Kol cofapotnta)
Metd tov gpfoilocud gival TOAD Guyvi 1 ELPAVION TOTIKAV AVTIOPACE®Y GTO ONUEID TNG £vEONC.

Mia €wg €€ nuépec HETA TN YopYNON €lval TOAD GLYVH 1 ELEEVIOT) EPLONLATOG TTOV GLVOIEVETAL OO
Nmo €mg PETPLo oidnua.

AVO €wg EEL uUEPEG LEeTd TN YopTyNoN eival TOAD cuyvi 1 ELPAVICT avdduVoL 0l1di0v SapETPOL £mG
3,8 cm oto TpdPata Kol Emg 7 cm oTa fO0EdN, TO 0T010 VIOYMPEL GTASUKL.

Y& OTAVIEC TEPIMTAOCELS EVOEYETAL VO ELPAVIOTEL OTOGTN AL

O1 tep1ocoTEPES TOMIKEG aVTIOPAcELS eSapavilovtol TANp®g N eAayiotomoteital To péyedog toug (<1
cm) evtog 70 nuepmv ota TpdPato Kot evtdg 30 nuepdv oto foogtdn, mapoTt vTolota TV o{diny
UmopohV Vo, TOPOUEIVOLY KOt Y10 LEYOADTEPO OLAGTN L.

Méoa oTig TpidTec 48 dpeg LeTA ToV gUPoitacud givar TOAD GuyVA N TAPOSIKN aENGT TNG
Oepuokpaciog tov opbov, katd 2,3 °C to uéyioro.

g OTOVIEC TEPUTMGELS OTA TPOPOT KOl GE TOAD OTAVIEC TEPIMTMOGELS GTO BOOELON EVOE ETAL VL
mapatnpndovv:

- AlTopay£c TOV aVOTOPOY®YLKOD GUCTHHOTOG: ATOBOAY, TEPLyEVVNTIKY BvnoudTnTa 1 TPO®POG
TOKETOC
- ZuoTNUIKES dloTapayEc: omadeln, KATAKALGT, TUPETOC, avopesia 1 Anbapyoc.

e Mo OTAVIEG TEPIMTMGELS GTA TPOPOTA Kot 6Ta Boogldn) evogyetal va Tapatnpndodv:

-  Meilwon g YOAOKTOTOPOY®YNS

- Nevporoyikéc dwutapayés: mapdivon, atasia, TOPA®ON 1 EAAENYT) GLVIOVIGLOV
- AwTopoy€g TNE OVATVELGTIKNG 000V: TVEVUOVIKT GUUPOPNOT], SUGTVOLl

- Awrtopoayég TS TETTIKNAG 0000 0TOVia TNG LEYOANG KOWMOC 1) TOUTAVIGHOG

- Avtdpdoeig vepevarcOneciog: pe vrepfoiikn oleAdppota

- ®dvarog.

H ocvyvémta tov avemBiuntov evepysudv kabopileTar g akoroHOmg:

- TOAV ovyvn (tepiocdtepo amd 1 ota 10 {da mapovsialovv avemBounteg evépyeleg katd tn didpKela
g Oepameiog)

- ouyvn (meprocdtepo amd 1 adhd Aryotepo and 10 Loa ota 100 vo Bepaneia (dor)

- Oy ovyvn (meprocotepo and 1 adAdd Atyotepo amd 10 Lma ota 1.000 vid Beponeio (oa)

- omavio (meptocotepo omd 1 aArd Aryotepo and 10 {oa ota 10.000 vrd Bepancio {ma)

- TOAD omdvia (Aryotepo and 1 ota 10.000 vo Bepaneia {da, TEPILOUPAVOUEVOV TOV HEUOVOUEV®V
AVAPOPMV).

4.7. Xpnfon katd TNV KONG61, TN YorloV)ia 1] TNV OOTOKId
Kimon:

Mmropei va ypnoiponomn el katd tn didpKelo Tng KOMoNG.
TaAovyia:

Mmropei va ypnoiporon et katd tn S1apKeLd TG YOAOLYIOGC.

Tovipdmro



H aocedieia kot n amoteAeopotikdOtTnTa ToL ERforiov dev €xel amodetydel ota apoevikd (da
OVOTTOPOY®YNGS. € TN TNV KaTnyopia Tov {dwv o gufdiio Tpénetl va ypnoionoteitol pdévo
GUUPOVE, [LE TNV a&loAOYNCT 0PEAOVG/KIVODVOD amd TOV LITEVBUVO KTNvIaTpo KoV Tig 0viKég
OPHOSIEG OPYEG, CUUPOVO. LLE TNV 10YVOVCO, TOAITIKY] ELPOAIOCLOV KATH TOV 100 TOV KATOPPOTKoD
mopetov (BTV).

4.8. Alnlemopacsig pe GALO QUPUOKEVTIKA TPOTOVTA KoL GAAEG HOPPES aAAeTiOpaGG

Agv VIapYOVV TANPOPOPIES GYETIKA LLE TNV OCPAAELD KOL TNV ATOTEAEGLATIKOTNTO OO TN XPNON TOV
gv AOY® epfoliov pe 0mol0dNToTE GALO KTNVINTPIKO Pdppoko. H ardepaon yuo T xopiynomn tov gv
AOY® epforiov mpiv N HETE 0T TN XOPTYNOT OTOIOVINTOTE AALOL KTNVIATPIKOD PAPUAKOVL TPETEL VOl
Aappdvetar katd mepinTmon.

4.9. Aocoloyio ko TPpOTOG YOPNYNONS

AVOKIVAGTE KOAG TPV 0T0 T YPNON.

IpdéBara:

Ymodopia ypron.

Xopnyeital vrodopla oe TPOPATO NAKING AVED TOV 3 UMVOV, COUPOVA LLE TO 0KOAOLOO oYU
- Baowog epforocpods: pio d6om tov 2 ml.

- Emavepporiacpog: pio 66om twv 2 ml petd amod 12 pnveg.
Boogon:
Evdopwikn xpnon.

Xopnyeitai evoopwikd o€ foogldn nAikiog dve Tov 2 unvev yopic untpikn avocia 1| o foogidn
nAkiog dvo Tav 3 unvav yevvnuéva amd BoogLdn e avooica, COUPOVA LE TO akdAovbo oynua:

- Boowdg epforiocpoc: 6o dooelg v 4 ml pe pecodidotnua 3 foopddmv petasd Tmv
d0cemV.

- Emoavepporiacpog: pia 6o twv 4 ml petd amd 12 piveg.
4.10. Yrepdocoroyia (CONTTONATA, RETPO, AVTIHETAOMICNG, UVTIOOTA), EAV EIVOL aTOpAITTO

Metd amo tn yopnynon dmAng d6omg dev mapatnpnOnke Kopio GAAN ovemBountn avtiopoaocn TAny
OVTMV OV UVOPEPOVTOL GTNV TAPAYPAPO 4.6.

4.11. Xpovog(or) avapoviig

Mndév nuépec.

5. ANOZOAOI'IKEX IAIOTHTEX

DOoppokobepamevtikn opddo: Epforio adpovomompévou 100 1oL KaTappoikoy TupeTov Yo TPpORaTa.
Kwbdwdoc ATCvet: QI04AA02.

IMoa diéyepon tng evepynTikng avocomoinong TpoPdtmv Kot fooelddv KTl TV opoTuny 1, 4 kavr 8

TOV 100 TOV KATOPPOIKOV TUPETOV GE GLVAPTINOT| HE TOVG OPOTLTTOVS TTOV TEPLEYEL TO EUPOALO
(cvvdVaGOC G 2 0POTLTTMV).

6. OAPMAKEYTIKA XTOIXEIA



6.1. Katdloyog ekdoymv

Yépo&eidio Tov apyiriov

Hut-kekabappévn camwvivn amd Quillaja saponaria
®clopepodiin

XAwp1ovyo kdAo

A66EIVO pwoPopikd KdAlo

Avodpo d166EV0 POoPopKkd VATPLo

XAwprovyo vaTplo

TTvp1T100Y0G AVTIHPPIOTIKOG TAPAYOVTOG

Yomp yio evéoipa

6.2. Kopieg aooppototnTeg

No unv avoueryvoetal e GAA0 KTNVIATPIKO QAPUAKO.

6.3. Awdpkera Long

Ardpxera {omMg TOL KTNVIOTPLKOD PAPUAKEVTIKOD TPOTOVTOG GULPMOVE L€ T1) GLCKELAGIN TOANCNG: 2
£m.

Avdpreta {ong Letd To TPOTO Avoryua Tng GTOEIMO0VS Guckevociag: 10 mpec.
6.4. Iowitepeg mpourdiers katd T POLAEN TOV TPOIOVTOG

dvldooete Kot petapépete o€ yoyeio (2 °C — 8 °C).

Mnv kaToyOyETe.

DuAdcoeTe TPOGTATELHIEVO OO TO PG,

DdvAdooete oTNV OPYIKN CLCKEVAGIAL.

6.5. ®Hon kot 6HVOEST TG GTOLYELDOOVS GVOKEVUGING

Ayxpopo @Loridlo mtorlvmporvieviov yopntikotntog 80 ml 7 200 ml, pe ndpo fpopofovturiov THTOL
I, copayicuévo pe aiovpivio.
Meyébn cvokevaociog:

Xaptvo kovuti pe 1 rariolo tov 80 ml.
Xaptvo kovuti pe 1 @roAido tov 200 ml.

Mmropei vo, unv KuKAOQOPOVV OAEG 0L GLOKEVAGIES.

6.6. Ei10wkéc mpo@uiaterc amdppryng evog pun poponotn0Evros KTNvVIHTPLKOD GapLUKEVTIKOD
TPOIOVTOG 1] GAAOV VAKOV TTOV TPOEPYOVTUL AT T1) P1]C1) TOL TPOIOGVTOS, AV VAP OVY

Kabe pun ypnoyomon8év ktnviatpikd eoprokenTikd Tpoidv 1 un xpnoiponombévio vToAeippaTd Tov
TPENEL VO, ATOPPITTOVTOL COUPOVA LE TIG 1GXVOVCES EBVIKEG OMALTIOELS.

7. KATOXOX AAEIAY KYKAO®OPIAX

LABORATORIOS SYVA, S.A.U.
Av. Parroco Pablo Diez, 49-57
24010 LEON

IZITANIA



8. APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

EU/2/18/231/001-012

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

09/01/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPOoQOopieg Yo TO €V AOY® KTNVIATPIKO TPoidv d1aTiBevToL oTov S10d1KTLAKO TOTO TOL
Evponaikod Opyavicpod @apudkov http://www.ema.europa.eu/.

AITIAT'OPEYXH IIQAHXHXE, AIAOEXHX KAI/H XPHXHX

Omno1060MmoTE TPOTIOETAL VO TAPUGKEVATEL, VO EICAYEL, VO EXEL GTIV KOTOYN TOV, VO TOANGEL, VO
Stobéoet Ko vo, YPNGIUOTOGEL QVTO TO KTNVINTPIKO PAPUOKEVTIKO TPOioOV, vIoypeovTal vo. {NThHoel
TN YVOUN TNG OPLOSAG CPYNG TOV OXETIKOD KPATOVS HEAOVC Yid TIG 10YD0VGEG TOAMTIKEG EUPOAIACLOD
KaODG AVTEG O1 dPACTNPLOTNTEG UTOPEL VO ATOYOPEDOVTAL GE OAOKANPN 1 HEPOG TG EMIKPATELNG TOV
KpAtoug HEAOVG Pacel Tng eBvikng Tov vouobesiag.



ITAPAPTHMA I1

IMAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHX OYXZIAYX KAI
IMAPAXKEYAXTHE, YHHEYOYNOX I'TA THN ATIOAEEMEYXH TQN
ITAPTIAQN

OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH ATAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A ITAPAXKEYAXTHX THX BIOAOI'TKQX APAXTIKHE OYZXZIAX KAI
IHAPAXKEYAXTHE, YIIEYOYNOZX I'TA THN AIIOAEXMEYXH TQN HHAPTIAQN

Enovouio kot d1e06vvon tov mapackevaot TnS flodoyikde dpaoTiknig ovoiog

LABORATORIOS SYVA, S AU.
Avda. Portugal S/N.

Parcelas M15-M16

24009 Leon

Iomavia

‘Ovopa kot 01enfuveon 1oL TOPACKELAOTH OV Eival VITEVOLVVOC YO TNV OTTOOECUEVCT] TMV TOPTIOWV

LABORATORIOS SYVA, S.A.U.
Avda. Portugal S/N.

Parcelas M15-M16

24009 Leon

Iomavia

B. OPOI'H NEPIOPIZEMOI IOY A®OPOYN TH AIAGEXH KAI TH XPHXH
Na yopryeitar pOvov pe KINVIOTPIKE GLVTAYT).

Sopeova pe to apbpo 71 g odnyiag 2001/82/EK tov Evponaikod Kowvofoviiov kat tov
Svppoviiov énwc TpomomomOnke, Eva kpdtog uEAOG dvvaTol LEc® TNG €0VIKNG Tov vopobeaiog va
OTOYOPEVGEL TNV TAPOYOYT, EIGAYDYN, KOTOYY], TOANCT, SIAOECT, KA/ ¥pNOT 0VOGOAOYIK®V
KTNVIOTPIK®V POPUIKEVTIKOV TPOIOVI®MV GE OAOKANPN TNV ETIKPATELL TOV 1) GE TUALA TNG, EGV
AmOdEIKVOETAL OTL:

a) M yopNynon Tov TPoidvtog o€ (MO TAPEUTOIILEL TNV EPOPUOYT TV EBVIKOV TPOYPOUUATOV Y10,
N S1dyveon, Tov ELeyyo 1 TV KatamoAéunon acbeveidv tov (dwv, 1 duoyepaivel v
TLOTOTOINGN TNG 0moVGing HOAVVENS TV (OVTOV (DY 1 TOV TPOPIU®V 1| GAA®V TPOIOVI®Y TOV
Aappavovtar amd {ma ota omoia £xel xopnynOei o pdpuoko ovtod.

b) 1 acBévela, Evavtt g omoiag o mTPoidv TpoopileTal vo TpokaAésel avoasia, Kat’ ovaiov dev
VRLAPYEL GTNV €V AOY® EMKPATELD.

H ypnon tov gv A0ym KTNVIOTPIKOD POPHOKEVTIKOD TPOTOVTOG EMITPENETAL LOVO VIO GUYKEKPIUEVEG
ovvinkeg mov kabopifovratl and T vopobeoio g Evpomnaikig Kowdtmtog oyetikd pe tov €leyyo tov
100 TOL KATAPPOIKOL TLPETOV.

O Kd1oy0g NG ddetog Kuklopopiag Tpémel va evnuepmvel TV Evponaikn Enttpon oyetikd pe to
oY£010. EUTOPIKNG TPOMONONG TOV €V AOY® PUPUAKELTIKOD TPOIOVTOC.

C. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

H dpactikni ovcia eivar katd kHplo A0Yo Ploroyikng Tpohevonc, TpoopileTal o€ yio TV TPOKANON
EVEPYNTIKNG 0VOG10G Kot Ogv eUminTel 610 Tedio epapproyng tov kavoviopot (EK) ap. 470/2009.

Ta £xdoyo (TepILOUPAVOUEVOV TOV OVOGOEVIGYVTIK®DV), TO OTOI0 TEPTYPAPOVTIOL GTNV TOPAYPAPO 6.1
¢ XTI, gite etvon emTpenodpeveg ovoieg Yo Tig onoieg o mivakag 1 Tov TapapTHUATOS TOV
kavoviopov (EE) apif. 37/2010 g Emtponng avapépet 61t dev amartodvtor AOK, eite Bewpodvran
OTL dev guminTovV 070 MEdio EPappoyng Tov Kovovicopov (EK) apif. 470/2009 6tav ypnoiporolovvrol
G€ aVTO TO KINVWNTPIKO QUPHOKEVTIKO TPOTOV.



ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. EINIXHMANXH

11



IMAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Kovrti pe 1 proridio tov 80 ml
Kovrti pe 1 guoridio tov 200 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Syvazul BTV evéouo evaumpnua yio tpopato kot foogdn

2. XYNOEXH XE APAXTIKH OYZXIA KAI AAAA XYXTATIKA

Ka6e ml nepiéyet:
ApoaosTiKi(£6) ovoi(eg):

Adpavomompévog 10G TOL KOTappoikod Tupetod, opotvmog 1 (BTV-1), otéleyoc ALG2006/01 E1
RP*>1

Adpavomompévog 10¢ Tov KoTappoikod Tpetod, opdtumoc 4 (BTV-4), otéleyoc BTV-4/SPA-

1/2004 RP*>1

AdpavomomLEVOS 10G ToV KaTappoikoy mupetod, opodtumog 8 (BTV-8), otéheyoc BEL2006/01
RP*>1

* H oyetikn dpaoctikotnta £xel petpndet pe m pébodo ELISA oe cuvaptnon pe éva oo
avaQopAiG, TOV OO0V 1) ATOTEAEGHOTIKOTITA €€l KatadelyDel pe mepapatikny poéAvven ota €ion
61O} 0LG.

AVOGOEVIGYVTIKES 0VOIEG:

Y8po&eidio Tov apythiov (A1) 2,08 mg
Hut-kekabappévn camwvivn amd Quillaja saponaria 0,2 mg
"Exdoyo:

®clopepodiin 0,1 mg

3. DOAPMAKOTEXNIKH MOP®H

Evéoylo evaumpnpa

4. YYXKEYAXIA

80 ml
200 ml

| 5. EIAH ZQON

[po6Pata ko foogdn

| 6. ENAEIZH(ELY)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

12



IIpoPata: Ymodopia xpnon.
Booegdn: Evdopwixkn ypnon.
Awfaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig: Undév nUEPEC.

‘ 9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)

AlofacTe T0 QOALO 0ONYIOV XPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHZHX

AHEH {pnvag/étog}
Metd to mpdTo dvorypa, ypron evioc 10 mpmv.

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

DVAGCGGETE KOl LETAPEPETE GE YLYELD.
Mnv KaToyOyEeTE.

DuAdcoeTE TPOGTATELHUEVO GO TO POG.
duidcoete oTNV OPYIKN) CLCKEVAGIAL.

12.  EIAIKEX TIPO®YAAZEEIX AITIOPPIYHE ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IMPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION, AN YITAPXOYN

Amopprym: PA. ECOKAEIGTO PUALO OONYIDV YPNOTG.

13.  OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIEMOI ITOY IXXYOYN XXETIKA ME TH ATAOGEXH KAI TH XPHXH, AN
YITAPXOYN

AmorAeloTikd yio ktnviatpikn xpnon. Na diatifetal Hovo e KIviaTpikn GuVTay.

H mapayoyn, eicaywyn, katoyn, TdANCT, didfeon Kaun xpnomn Tov TapovTog KTVINTPIKOD
QOPUOKEVTIKOD TTPOTOVTOG OTOyopEVETOL 1) LITOPEL VOl amaryopevBel oe OAOKAN PN 1| G LEPOG TNG
EMKPATELOG OPIGUEVOV KPATDOV HEADV (BA. TO OALO 0ONYLOV YPNCEWMS Y10 TEPULTEP® TANPOPOPIES).

14.  OI AEEEIX «NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na purdcoetal o€ BEomn v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX
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LABORATORIOS SYVA, S.A.U.
Av. Parroco Pablo Diez, 49-57
24010 LEON

ZITANIA

16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/18/231/001-012

17. APIOMOZX MAPTIAAX TAPAT'QI'HX

TToaptida{apOuoc}
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

drorido tov 80 ml
OroAido towv 200 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Syvazul BTV gvéoipo evaidpnua yio tpdfato Kot foogdn

2. YXYNGOEXH XE APAXTIKH OYZXIA KAI AAAA XYXTATIKA

Kdé0e ml mepiéyet:

ApaoTiki(£5) ovei(eg):

AdpavoTomLEVOG 106 TOV KATAPPOTKoD TupeTon, opdtumog 1 (BTV-1), otéheyoc ALG2*OO6/01 El
RP*>1

Adpavomompévog 10G ToL KOTappoikod Tupetov, opotunog 4 (BTV-4), otéleyog BTV-f/SPA-1/2004
RP*>1

Adpavomompévog 10G ToL KaTappoikod Tupeton, opotumog 8 (BTV-8), otéheyoc BEL2006/01
RP*>1

* TyeTIKN OpUCTIKOTNTO GE GUYKPIOT LE EUPOAL0 OvapOpag.

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéoipo evardpnpa.

| 4. LYIKEYAZIA

80 ml
200 ml

| 5. EIAH ZQON

[Ipo6Pata kot foogtdn.

‘ 6. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

[poéParta: Yrodopia ypnon.
Booegdn: Evdopvikn ypnon.
AwBdote 10 POALO 0dNYIDV YPAONG, TPV AT TN YPNON.

‘ 7. XPONOX ANAMONHX

Xpovog avapovig: Undév nuépec.
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‘ 8. EIAIKH(EYX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

AvVOKIVAOTE KOAG TPV OO T YPNOMN.
Awfdocte To @OALO 0ONYIOV YPNOTG, TPV OO TN YPNON.

‘ 9. HMEPOMHNIA AHEHX

AHZEH {unvag/éroc}
Metd to mpaTo dvorypa, yprion eviog 10 mpmv.

10. EIAIKEYX YYNOHKEX AIATHPHXHX

Mnv katoyoyeTe.

DVAAGGETE KOl LETAPEPETE GE YLYELD.
DVAAGGETE TPOGTATEVIEVO OO TO PWG,
dvidcoete oTNV OPYIKT) CLCKEVAGIA.

11. EIAIKEXZ TPO®YAAEEIX ATIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY I[MTPOIONTOX 'H AAAQN YAIKOQN ITOY
ITPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amopprym: PA. ECOKAEIGTO GUALO 00OV ¥P1IONG.

12. OI AEZEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZMOI IIOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, AN
YIHAPXOYN

AmorAeloTikd yio ktnviatpikn xpnon. Na diatifetal Hovo e KIviaTpiki GuVTay.

13. OI AEZEIX «NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATAIA»

Na puidcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

14. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAYX KYKAO®OPIAX

LABORATORIOS SYVA, S.A.U.
Av. Parroco Pablo Diez, 49-57
24010 LEON

IZITANIA

15. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/18/231/001-012

‘ 16. APIOMOX ITAPTIAAX TTAPAT QTHX

16



TToaptida{opOuoc}
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B. ®YAAO OAHI'IQN XPHXHX
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OYAAO OAHI'IQN XPHXHX I'TA:

Syvazul BTV gvéopo evandpnpa yio tpépata ko foogion

1. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI TOY
KATOXOY THX AAEITAYX ITAPAXKEYHZX I10Y EINAI YIIEYOYNOZX I'TA THN
AITIOAEEMEYZXH ITAPTIAQN, E@OXON EINAI AIA®@OPETIKOI

Kdroyog tne ddstog kukAo@opiac:

LABORATORIOS SYVA, S.A.U.
Av. Parroco Pablo Diez, 49-57
24010 LEON

ZITANIA

ITopaockevootng LTEVOLYVOC Y10 TNV ATOOECUEVCT] TV TOPTIOWV:

LABORATORIOS SYVA, S A.U.
Parque Tecnologico de Ledn

Av. Portugal s/n

Parcelas M15-M16

24009 LEON

[ZITANIA

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

Syvazul BTV gvéoipo evaimpnpo yio tpoBozo kot fooeidn

3. XYNGOEXIH XE APAXTIKH(EX) OYZIA(EX) KAI AAAA XYXTATIKA
Ka6e ml nepiéyet:

ApuooTIKéG ovoisc™:

Adpavomomévog 106 Tov katappoiikov mupetod (BTV) RP**>1

*"Ewg 600 d10p0opeTiicol 0pOTLTOL AOPAVOTOINUEVOL 100 TOV KOTAPPOTKOD TUPETOV:

AdpavomomLévog 106 Tov katappoikod mupetod, opotumog 1 (BTV-1), otéheyoc ALG2006/01
El

Adpavomoimuévog 10¢ Tov Katappoikod mupetod, opotvmog 4 (BTV-4), otéheyoc BTV-4/SPA-
1/2004

Adpavomomuévoc 10G ToL KoTappotkod Tupetov, opdtunog 8 (BTV-8), atéheyoc BEL2006/01

** H oyetikn dpootikdtnra £xet petpndet pe ) pébodo ELISA og cuvdptnon pe éva epupforio
avaPopAg, TOV OO0V 1) ATOTEAEGHOTIKOTNTA £)xel KataderyDel pe mepapatikny poéivvon ota €ion
6THYOVG.

O ap1Bpog Kot 0 TOTOG 1) Ol TVTOL TV GTEAEXDY TOL TEPLEYEL TO TEAMKO TTPOoidv Ba mpocappolovtor pe
Baon v emONOAOYIKT KOTAGTOGT T GTIYUN TNG TAPOCKELNG TOV Kol Oa avaypdpoviol 6Ty

ETIKETOL.

AV060EVIGYVTIKEG OVOiES:
Y8po&eidio Tov apythiov (AIF) 2,08 mg
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Hu-kekabappévn camwvivn amd Quillaja saponaria 0,2 mg

"Exdoyo:
OclopePTiIn 0,1 mg

Pol-Aevko eVEGLO EVOLMPN O TTOL OLOYEVOTOLEITOL EDKOAN LEGH aVaKIVIONC.

4. ENAEIZH(EIZ)

[péPara:

IMa v evepynrtikn avocomoinon tpoPdtwv e 6Komd TNV TPOANYN TNG WiaG* Kot TOV TEPLOPIGUO
TOV KAMVIKOV COUTTOUATOV KoL TOV BAAB®OV TOV TPOKAA0VDVTHL ad TOVg opdTuIovg 1 Ko/i 8 Tov 100
TOV KOTOPPOTKOD TUPETOV KON TOV TEPLOPIOUO TNG OUINGF Kot TOV KAMVIKOV GUUTTOUATOV KOl TOV
Brafov mov Tpokaiovvtal omd Tov opdTLTO 4 TOL 100 TOL KATAPPOTKOD TLPETOV (GLVOVAGUOC €1 2
0pOTLTTOV).

*Kdtw amod to eninedo aviyvevong pe v emkvpopuévn pébodo RT-PCR ota 1,32 logig
TC|D50/m|

"Evapén avooiag: 39 nuépeg petd tnv oAokAnpwon tov factkod oyfuatog ELPOAOGHOD.
Aldpkela ovooiag: éva £€1og LeTd TNV OAOKANP®GN TOV PacikoD oyNUATOS ELBOMAGLLOV.

Booeon:
T v evepynTiky avoconoinon Booelddv pe okomd v TpdANYT TG Wipioc* mov tpokaieiton amd

ToVg opdTLTTOVG 1 KoM 8 TOV 100 TOL KATAPPOTKOD TVLPETOV KAL/T TOV TEPLOPIGLO TG LooC* TOL
TPOKUAEITAL OTO TOV OPOTLTO 4 TOL 10V TOV KOTAPPOTKOD TUPETOD (GLVIVAGHOG EMG 2 OPOTLTIMV).

*Kdtw amod to eninedo aviyvevong pe v emkvpopévn pébodo RT-PCR ota 1,32 logyg
TC|D50/m|

"Evapén avooiag: 21 nuépeg LeTd v oAokANpmoT Tov Pactkod oyfUatog ELPOAIGHOV.
Avgpkela avooiog: £va €10 PETE TV 0AOKANPOT) TOV BOctKob GYAIATOS ERBOALOCHOD.
5. ANTENAEIZEIZ

Kopia.

6. ANEINIOYMHTEX ENEPTEIEX
Metd tov gpfoilocud givatl TOAD cuyvi 1 ELPAVION TOTIKAV AVTIOPACE®Y GTO ONUELD TNG £vEONC.

1 ém¢ 6 nuépeg petd ™ Yopnynon eivol ToAD cuyvi 1 ELPAVION EPLBNUATOC TOL GLVOOEVETAL A0
Nmo g PETPLO OidNUaL.

2 £m¢ 6 NUEPEC LETA TN XOPNYNOT Elval TOAD cuyvn 1 EuPavioTn avddvvov olidiov dauétpov £wg 3,8
cm oto Tpofota Kot £0¢ 7 cm ot fO0EdN], TO 000 VTOYWPEL CTOIIUKA.

Y€ OTAVIEC TEPIMTAOOELS EVOEYETAL VO ELPAVIOTEL OTOGTN AL
O1 ep1ocdtepes TOMIKEG avTidpacels eSapavilovtan 1| ehayiotonoleital o péyedog Toug (X 1em) evidg

70 nuepav ot tpdPata kar 30 nuepdv oto foogldn, TapoTL LITOAOITA TOV 0{10IMY UTOPOVY Vi,
TOPOUUEIVOVV KOL Y10, LEYOADTEPO SLAGTNLLO.
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Méoa otig Tpdteg 48 dpeg LeTd ToV EUPOMAGHO givar TOAD LYV 1| TAPOSIKT adHENCT TNG
Oeppoxpaciag Tov 0pbov, katd 2,3 °C 10 péyioro.

& OTAVIEC TEPIMTAOCELG GTA TPOPATA KOl GE TOAD GTAVIES TEPITTOOELS OTa, O0ELON EVIEXETAL VAL
mopotnpnovv:

- AlTopay£C TOV OVOTOPOY®YIKOD GUCTAUOTOG: ATOBOAY, TEPLYEVVNTIKY BvnoudTnTa 1 TPO®POG
TOKETOC
- ZuonUIKEC dtoTapayEc: amadelo, KaTikALoT, TVpeTog, avopeio 1 Anbapyoc.

e TOAD OTAVIEG TEPIMTMGELS GTO TPOPOTO Kot 60 foog1dn evogyetal va mapatnpndodv:

-  Meimwon g YOAOKTOTOPOY®YNG

- Nevporoyikég dotapayéc: mapdivon, atasia, TOPA®ON 1 EAAENYT) GUVTOVIGLOV
- AwTopoy€g TNE OVATVELGTIKNG 000V: TVEVUOVIKY GUUPOPNOT|, SUGTVOLN

- Awrtopoayég e TERTIKNG 0000 0Tovia TNG LEYOANG KOWMOC 1) TOUTUVIGIOGC

- Avtidpdaoels vrepevarcinoioc: pe vepPoiikn cleldppola

- ®dvarog.

H ocvyvomta tov avemBountov evepyeidv kabopiletonr og akorovbwng:

- TOAD ovyvn (Tepiocdtepo amd 1 ota 10 vd Bepaneia (do mopovsialovy avemBounteg evépyeieg)

- ovuyvn (meprocdTepo amd 1 oAl Ayotepa amd 10 {oa ota 100 vid Bepameio {da)

- Oy ovyvn (meprocdTepo and 1 aAdd Aryotepo and 10 {ma ota 1.000 vrd Beponeio {da)

- onavia (meprocdtepo omd 1 aArd Aryotepo and 10 {oda ota 10.000 vrd Bepancio {da)

- TOAD omdvia (Aryotepo and 1 ota 10.000 vd Oepaneia {da, TEPILOUPAVOUEVOV TOV HEUOVOUEVDV
avapopaV).

Edv mapotnpricete omoladnmote avemBountm evépyeLn, AKOLO KOL 0V OEV OVAPEPETOL GTO ECOKAEIGTO
@OAAO 0OMYIDV ¥PNONE N AUEIPAAAETE Y10 TV OTOTEAECUATIKOTITO TOL POPUAKOD, TOpOKaAEicOE va
EVNUEPDOETE GYETIKMG TOV KTNVINTPO GOG.

7. EIAH ZQQN

[IpoPata kot fooetdn.

8. AOXOAOTI'TA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHXZ

Avokiviote KaAd Tpv oo T xpnon.

IpdoBaza:

Ymodopia ypnon.

Xopnyeital vrodopla oe TPOPATO NAKING AV TOV 3 UNMVOV, COUPOVA, LLE TO 0KOAOLOO oyfua:
- Boaowog epfoMacudc: pia d6on tov 2 ml.

- EmavepPoiacpdc: pio d6on twv 2 ml petd amd 12 puvec.

Booswon:
Evdopwikn xpnon.

Xopnyeital evoopvika o€ foogldn nAkiag dvm Tov 2 Unvav Yopig untpikn avocio 1 o€ fooedn
nAkiog dvo Tov 3 unvav yevvnuéva amd Bo0oELdN e avooic, COUPOVA LE TO akOAovbo oynua:
- Boaowdg gpportocpog: dvo docelc tov 4 ml pe pesodidotnua 3 efdopddmv petald tmv
d0cemV.
- EmoavepPoliocudc: pio d6om tov 4 ml petd and 12 pfvec.
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9. OAHI'IEXTITA TH XQXTH XOPHI'HXH

Avakwvnote koAl Tpv omd T (pNo.

10. XPONOX ANAMONHZX

Mndév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puldcoetal o€ 0éon v omoia dev AoV Kot dgv Ttpoceyyilovy o TodId.
duvrdooete Ko petopépete o€ yoyeio (2 °C - 8 °C).

Mnv kaToyOyeTe.

DVALGGETE TPOGTATEVIEVO OO TO PWG,.

Dduidooete oTNV APYIKN) CLCKEVAGIA.

No unv ypnouoToteital ovtd To KTNVINTPIKO QOPUUKEVTIKO TPOIOV UeTE omd TNV nuepounvia ANENG
oV avaypapetal 61o Kouti petd to EXP. H nuepounvia An&emg cvpmintel pe v tehevtaio nuépa

TOV GUYKEKPILEVOL VAL

Avdpxera {ong LeTd To TPOTO Avoryua TG GTOEIDMO0VE Guckevooiag: 10 mpec.

12. EIAIKH(EX) IPOEIAONOIHIH(EIX)

Ewwéc mposworomosic yio kdbe gidoc Lhov:

Na gppoitdlovtar pévo vy Coa.

Edv 10 oMo ypnoiponoteitar € dALa €101 0IKOCITOV Kot AyPLOV UNPVKAGTIKOV Tov Bewpeital ott
dratpéyouvv Kivduvo LOAVVOTN G, 1| XPTION TOL GE ALTE Ta, €101 TPEMEL VAL YIVETOL [LE TPOGOYN Ko
ovviotdrol va dokipdleTar To epPoio og pikpd apBpd (omv mpv and tov poaliko spfoiacud. To
eMiMeS0 AMOTELEGUATIKOTNTOS Y10 TO, GAAQ 10T EVOEYETAL VO SLOPEPEL ATTO AL TO TTOV TALPOTN PO KE
ot TPOPoTa Kot To. Boogidn.

Agv vTapyovV GTOLYEIN GYETIKA UE TN YPTOM TOL EUPOAIOV GE TPOPOTO LE OVTICMOUOTO UNTPIKNG
TPOEAEVOTC.

Agv vtdpyovv ototyelo GYETIKA e T yp1iomn Tov epPoriov mov mepiéyet tov opodtuvno BTV4 oe
001N UE OVTICOUOTO UNTPIKNG TPOEAELGNC.

Idwaitepeg Tpo@uAGELSLS KaTd T Ypnon ot {ha.:

Agv 1oyVet.

Idwaitepeg wpo@uAGEELS TOL TTPEmel vo Aopavoviol ard To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOioV o {ma:

Y& TepinToT oV KOTA AA0G KAVETE AVTOEVEST), VO avalNTHOETE AUECMG 1aTPIKT| Ponbeta kol va
emdei&ete oTOV 10TPO TO ECHOKAEIGTO PVAAO 00T YLDV YPNONG T} TNV ETIKETO TOL POPLOKEVTIKOD
TPOIOVTOC.
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Atopa pe yvoot vrepevasnoio oto vdpoleidio Tov apyiriov, ot BelopePGAAN 1| OTIG CATMOVIVEG
TPEMEL VAL ATOPEVYOLV TNV EMAPT LE TO KTNVIATPIKO QOPHOKEVTIKO TPOTOV.

Kimon:

Mmopei va, ypnoporo el Katd tn dtdpkeLa TG Khnong.
TaAovyia:

Mmropei va ypnoiporomn et katd tn S1apKeLd TG YOAOLYIOGC.

Tovipdmron

H acopddeia kot 1 arotelecpatikdtnTo ToV ERPforiov dev €xel amoderydel ota apoevid (oo
OVOTTOPOY®YNGS. € TN TNV KaTnyopia Tov {dwv To guPdiio Tpénetl va yproionoteitol pdévo
GOUPMOVE, LE TNV aEloAOYNGT 0PELOVS/KIVODVOD amd ToV VIevBuvo KTnviatpo Ko Tig efvikég
UPHOSIEG OPYEG, CUUPOVO. LLE TNV 10YVOVCO, TOAITIKY] ELPOAIOGLOV KATH TOV 100 TOV KOTOPPOTKoD
mopetov (BTV).

AMNAETIOPACEIC UE GAAD QOPUOKEVTIKG TPOIOVTO KO GAAEC LOPOEC QAANAETIOPOGTC:

Agv VIapYOVV TANPOPOPIES GYETIKA [LE TNV OCPAAELN KO TNV OTOTEAEGLLATIKOTITO TS YPNONG TOV €V
AOY® epforiov pe omol0dNTOTE GALO KTNVINTPIKO Pdpuako. H amdgaor yio T xprion Tov v Ady®
guPfoliov mpv N HETE amd TN YOPNYNGCT OTOLOVINTOTE GALOV KTNVIOTPIKOD PAPUAKEVLTIKOD TPOIOVTOG
TPEMEL vaL AapPEveToL KoTA TEPITTOON).

Yrepdocsohoyio (GUUTTOUOT, LETPO AVTLETMOTICNC, GVTIO0TO):

Metd and ) yopnynon SuAng 06omg dev mapatnponKe Kopio GAAN avemBounT aviidopacn TAnv
otV oL avaeEpovtal oty topdypapo "ANEINIOYMHTEX ENEPI'EIEX".

Aocvupototntec:

MnVv avolelyVOETE e GAAO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

13. EIAIKEX TIPO®YAAZEEIZ AITOPPIYHX ENOX MH XPHXIMOIIOTHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY I[IPOIONTOX 'H AAAQN YAIKQN ITOY
MPOEPXONTAI AIIO TH XPHXH TOY IPOIONTOX, AN YITAPXOYN

Ta @dppoKe dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIHKDOV OTOPANTOV.

Svupovievbeite Tov kTNVioTpd 60OG Yo TOV TPOTO ATOPPLYTG TV QPOPUAK®OV TOL TAEOV dEV

yperaleote. Ta pétpa AVTE ATOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN XPHXEQX

Aentouepeic TANPOoQopieg Y10 TO TAPOV POPUAKEVTIKO TPOIOV d1aTiBEVTOL GTOV S10IKTVAKO TOTO TOL
Evponaikod Opyaviopod Goappdkov otn dievbvvon http://www.ema.europa.eu/.

15. AAAEX ITIAHPO®OPIEX

Meyébn cvokevaociog:

Xaptivo kouti pe 1 @raAido towv 80 ml.
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Xaptivo kouti pe 1 @raAidio twv 200 ml.

Mmropei va, unv KoKAOPOpPOUV OLEG 0L GLOKEVAGIES.

Omno1060MmoTE TPOTIOETAL VO TAPUGKEVATEL, VO EICAYEL, VO EXEL GTNV KOTOYN TOV, VO TOANGEL, VO
Slob€oel Ko Vo, YPNGIULOTOGEL QLTO TO KTNVINTPIKO PUPUOKEVTIKO TPOioOV, vIoypeovTal vo {NThHoet
TN YVOUN TNG OPUOSAG CPYNG TOV OYETIKOD KPATOLG HEAOVC Yid TIG 10(D0VGEG TOMTIKEG EUPOAIAGLOD
KaODC VTEG 01 SPAGTNPIOTNTEG UITOPEL VO OTTOYOPEVOVTAL GE OAOKANPN 1| LEPOG TNG EMIKPATELNG TOV
KPATOVG pELOVG Paoet Tng g0VIKNG Tov vopobesiog.
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